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Paul Jones ("M . Jones"” or "claimant"), a class nenber
under the Diet Drug Nationw de Class Action Settlenment Agreenent
("Settlenment Agreement”) with Weth,® seeks benefits fromthe AHP
Settlenent Trust ("Trust").? Based on the record devel oped in
t he show cause process, we nust determ ne whet her clai mant has
denonstrated a reasonabl e nedi cal basis to support his claimfor

Matri x Conpensation Benefits ("Matrix Benefits").?

1. Prior to March 11, 2002, Weth was known as Anerican Hone
Product s Cor porati on.

2. Rosemary Jones, M. Jones' spouse, also has submtted a
derivative claimfor benefits.

3. Matrix Benefits are paid according to two benefit matrices

(Matrix "A" and Matrix "B"), which generally classify clainmnts

for conpensation purposes based upon the severity of their

medi cal conditions, their ages when they are diagnosed, and the

presence of other nedical conditions that al so may have caused or
(continued. ..)



To seek Matrix Benefits, a claimant nust first submt a
conpleted G een Formto the Trust. The G een Form consists of
three parts. Part | of the G een Formis to be conpleted by the
claimant or the claimant's representative. Part Il is to be
conpleted by the claimant's attesting physician, who nust answer
a series of questions concerning the claimnt's nedical condition
that correlate to the Matrix criteria set forth in the Settl enent
Agreenent. Finally, Part Ill is to be conpleted by the
claimant's attorney if he or she is represented.

In June 2002, claimant submtted a conpleted G een Form
to the Trust signed by his attesting physician Carrie A Totta,

M D. Based on an echocardi ogram dated March 22, 2002, Dr. Totta
attested in Part Il of claimant's G een Formthat he suffered
fromnoderate mtral regurgitation and an abnormal left atrial

dinmension.* Additionally, Dr. Totta attested that clai mant had

3(...continued)

contributed to a claimant's val vul ar heart disease ("VHD'). See
Settlement Agreenent 88 IV.B.2.b. & IV.B. 2.d(1)-(2). Matrix A1
descri bes the conpensation available to Diet Drug Recipients with
serious VHD who took the drugs for 61 days or |onger and who did
not have any of the alternative causes of VHD that nade the B
matrices applicable. 1In contrast, Matrix B-1 outlines the
conpensation available to Diet Drug Recipients with serious VHD
who were registered as having only mld mtral regurgitation by
the close of the Screening Period, or who took the drugs for 60
days or less, or who had factors that would make it difficult for
themto prove that their VHD was caused solely by the use of

t hese di et drugs.

4. Dr. Totta also attested that M. Jones had mld aortic
regurgitation. As M. Jones' claimdoes not present any of the
conditions necessary to receive Matrix Benefits for damage to his
aortic valve, his level of aortic regurgitation is not relevant
(continued. . .)
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mtral valve prol apse, which is a reduction factor that requires
t he payment of benefits on Matrix B-1.° Based on such findings,
claimant would be entitled to Matrix B-1, Level Il benefits in
t he amount of $93, 507.

In the report of claimant's echocardi ogram Dr. Totta
stated that clainmant had noderate mtral regurgitation with a
Regurgitant Jet Area ("RJA") to Left Atrial Area ("LAA") ratio of
22% Under the definition set forth in the Settlenent Agreenent,
noderate or greater mtral regurgitation is present where the RIA
in any apical viewis equal to or greater than 20% of the LAA
See Settlement Agreenent 8 |.22. Dr. Totta also stated that
claimant's left atrium”is noderately dilated nmeasuring 6.5 cmin
the apical view. " The Settlenment Agreenent defines an abnornal
left atrial dinension as a left atrial supero-inferior systolic
di mrension greater than 5.3 cmin the apical four chanber view or
a left atrial antero-posterior systolic dinmension greater than
4.0 cmin the parasternal long axis view See id.
8§ IV.B.2.c.(2)(b).

In June 2003, the Trust forwarded the claimfor review
by Mchael A R hner, MD., one of its auditing cardiol ogists.

In audit, Dr. Ri hner concluded that there was no reasonabl e

4(...conti nued)
tothis claim See Settlenment Agreenent 8 IV.B.2.c.(2)(a).

5. The Trust's auditing cardiol ogist found that claimant did not
have mtral valve prolapse. The attesting physician, however,
concluded that claimant had this condition and this finding was
confirmed by the Technical Advisor. Accordingly, we find that
this claimshould be paid in accordance with Matrix B-1.
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medi cal basis for the attesting physician's finding that clamaint
had noderate mtral regurgitation because his echocardi ogram
denonstrated only mld mtral regurgitation. |In particular, Dr.
Ri hner observed that the "[mtral regurgitant] jet area was
overesti mted by the sonographer.”™ Dr. Ri hner also concluded
that there was no reasonabl e nedical basis for Dr. Totta's
finding of an enlarged | eft atrial dinension because, by his
measurenents, the claimant's "LAis nornmal in size."®

Based on Dr. Rihner's diagnoses of mld mtra
regurgitation and a normal left atrial dinmension, the Trust
i ssued a post-audit determ nation denying M. Jones' claim
Pursuant to the Rules for the Audit of Matrix Conpensation C ains
("Audit Rules"), claimant contested this adverse determ nation.’
In contest, claimant submtted two suppl enental expert reports by
Jeffrey S. Fierstein, MD., F.A C C., dated Septenmber 11, 2003,
and Eneke Nkadi, M D., dated Septenber 8, 2003.%8 In their

6. Under the Settlenent Agreenent, a claimant is entitled to
Level 1l benefits for danage to the mtral valve if he or she is
di agnosed with noderate or severe mtral regurgitation and one of
five conplicating factors delineated in the Settlenent Agreenent.
See Settlement Agreenent 8 IV.B.2.c.(2)(b).

7. Cainms placed into audit on or before Decenber 1, 2002 are
governed by the Policies and Procedures for Audit and Di sposition
of Matrix Conpensation Clains in Audit, as approved in Pretrial
Order ("PTO') No. 2457 (May 31, 2002). dains placed into audit
after Decenber 1, 2002 are governed by the Audit Rules, as
approved in PTO No. 2807 (Mar. 26, 2003). There is no dispute
that the Audit Rules contained in PTO No. 2807 apply to M.

Jones' cl aim

8. Cdaimant also submtted an April 17, 2003 echocardi ogram
(continued. . .)
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suppl emental reports, Drs. Fierstein and Nkadi concurred with the
attesting physician's finding of noderate mtral regurgitation
and an abnormal left atrial dinmension. 1In particular, Dr.
Fierstein stated that clainmant had an RJIA/LAA ratio of 24% and
that his left atrial dinension neasured 5.5 cmin the apical
four-chanber view. Dr. Fierstein further stated, in pertinent

part, that:

Wth regard to these areas of dispute, | have
concluded that the attesting physician did
have a reasonabl e nedi cal basis for reaching
t he conclusion that the degree of mtral
regurgitation is >20% with nultiple jets
recorded in the apical 4,3 and 2 chanber

vi ews which satisfy this criterion.

* * *

Mtral Regurgitation is denonstrated, for
exanple, in loop Nos. 90, 131, and 135. MW
cal cul ations of MR are based on | oop No. 131,
whi ch shows the RJA, and Loop No. 129, which
shows the Left Atrial Area. Loop No. 129
shows the A4 neasurenent of the LA, while
Loop No. 19 shows the PLAX neasurenent of the
LA.

In the second suppl enental report, Dr. Nkadi stated
that claimant had an RIA/LAA ratio of 21% Dr. Nkadi also
expl ai ned that:

Mtral Regurgitation is denonstrated, for

exanple, in loop Nos. 95 through 100. M

cal cul ations of MR are based on | oop No. 134,
whi ch shows the RJA, and Loop No. 128, which

8(...continued)

report by Qmar Nass, M D., for an unidentified individual, in
which Dr. Nass stated that "[mitral regurgitation appears mld
by visual estimation; however, by area planinetry it is up to
noderate.” Cainmant argued that this report confirnmed that
"'*eyeballing' is not accurate."”
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shows the Left Atrial Area. Loop No. 128

shows the A4 neasurenent of the LA, while

Loop No. 19 shows the PLAX neasurenent of the

LA.

Cl ai mant argued that the reports of Drs. Fierstein and
Nkadi provi ded a reasonabl e medical basis for his claim
Claimant al so argued that the auditing cardiologist: (1) "failed
to accurately nmeasure the area of mitral regurgitation, |eft
atrial area, and left atrial dianeter”; (2) "failed to apply the
appropriate standard of 'reasonabl e nedical basis'"; and (3)
"substituted his judgnent for that of the attesting physician."
Finally, clainmnt argued that the auditing cardiol ogi st
"eyebal | ed" his |evel of regurgitation as opposed to taking
actual neasurenents.

The Trust then issued a final post-audit determ nation,
again denying M. Jones' claim Wth its determ nation, the
Trust included another declaration prepared by the auditing
cardi ol ogist, Dr. Ri hner, who was asked to review M. Jones'
claimfor a second tinme. 1In his declaration, Dr. Ri hner
concluded that claimnt had only mld mtral regurgitation. Dr.
Ri hner stated that the franes relied upon by Drs. Fierstein and
Nkadi were overtraced and did not depict mtral regurgitation.
Dr. R hner further stated that:

[ T] he vast majority of frames show mld

mtral regurgitation. Furthernore, the

frames relied upon by Claimnt's Attesting

Car di ol ogi st and expert inproperly increased

the percentage of mtral regurgitation,

overestimting the RJA by overtracing the

jets to include non-regurgitant flowin the
nmeasur enent of the RIJA
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Dr. Rihner also reiterated his findings that claimnt
had a normal left atrial dinension stating that:

In addition, | again concluded that

Claimant's left atrial dinensions are nornal

and specifically that the aimant's |eft

atrium nmeasures less than 5.3 cmin the

api cal four chanber view.

Clai mant disputed the Trust's final determ nation and
requested that the claimproceed to the show cause process
established in the Settlenent Agreenent. See Settlenent
Agreenent 8§ VI.E. 7; PTO No. 2807 (Mar. 26, 2003), Audit Rule
18(c). The Trust then applied to the court for issuance of an
Order to show cause why M. Jones' claimshould be paid. On
January 14, 2004, we issued an Order to show cause and referred
the matter to the Special Mster for further proceedings. See
PTO No. 3217 (Jan. 14, 2004).

Once the matter was referred to the Special Master, the
Trust submitted its statement of the case and supporting
docunentation. Caimant then served a response upon the Speci al
Master. The Trust submitted a reply on March 26, 2004. Under

the Audit Rules, it is within the Special Mster's discretion to

appoi nt a Technical Advisor® to review clains after the Trust and

9. A "[Technical] [Aldvisor's role is to act as a soundi ng board
for the judge-helping the jurist to educate hinself in the jargon
and theory disclosed by the testinony and to think through the
critical technical problens.” Reilly v. US., 863 F.2d 149, 158
(1st Cir. 1988). |In cases, such as here, where there are
conflicting expert opinions, a court nmay use a Technical Advisor
to "reconcil[e] the testinony of at |east two outstanding experts
who take opposite positions." [|d.
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cl ai mant have had the opportunity to devel op the Show Cause
Record. See Audit Rule 30. The Special Master assigned
Techni cal Advisor, Gary J. Vigilante, MD., F.A CC, to review
t he docunents submitted by the Trust and claimant and to prepare
a report for the court. The Show Cause Record and Technica

Advi sor's Report are now before the court for fina
determnation. 1d. Rule 35.

The issue presented for resolution of this claimis
whet her claimant has met his burden in proving that there is a
reasonabl e nedi cal basis for the attesting physician's findings
that he had noderate mtral regurgitation and an abnormal |eft
atrial dinmension. See id. Rule 24. Utimtely, if we determ ne
that there was no reasonabl e nedical basis for the answers in
claimant's Green Formthat is at issue, we nust affirmthe
Trust's final determ nation and nmay grant such other relief as
deened appropriate. See id. Rule 38(a). If, on the other hand,
we determ ne that there was a reasonabl e nmedi cal basis for the
answers, we nust enter an Order directing the Trust to pay the
claimin accordance with the Settlenment Agreenent. See id. Rule
38(b).

In support of his claim M. Jones reasserts the
argunents he made in contest. C aimant al so argues, anong ot her
things, that: (1) the auditing cardiologist only "eyeballed" his
| evel of regurgitation and, therefore, his opinions are
subj ective and unreliable; (2) the auditing cardiologist did not

measure the maxi numregurgitant jet, as required by the
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Settlement Agreenent; (3) the auditing cardiol ogi st conceded that
he observed noderate mitral regurgitant jets by concluding that a
vast majority of frames showed mld mtral regurgitation; and (4)
inter-reader variability accounts for the difference in opinions

bet ween the auditing cardiol ogist and the attesting physician.

In response, the Trust argues that the auditing
cardi ol ogi st concluded that the frames planinmetered by the
attesting physician were overtraced and were not representative
of the level of claimant's regurgitation. The Trust further
argues that: (1) the circunmstances surroundi ng the preparation of
claimant's Green Form are suspect because, in addition to
conpleting this form Dr. Totta signed 45 other G een Forns on
the sane date and had attested to nore than 430 total G een
Forms; (2) eyeballing the regurgitant jet is well accepted in the
worl d of cardiology; (3) the auditing cardiol ogi st properly
applied the "reasonabl e nedi cal basis standard” and that
claimant's argunents are contrary to the interpretation of the
Settlement Agreenent; and (4) the supplenmental expert opinions of
Drs. Fierstein and Nkadi do not establish a reasonabl e nedi cal
basis for the attesting physician's representati on because they
relied on frames that do not depict mtral regurgitation and

i mproperly increased the percentage of mtral regurgitation.?®

10. In its show cause subm ssions, the Trust argues that, under
Rul e 26(a)(2) of the Federal Rules of G vil Procedure, physicians
who proffer opinions regarding clains nust disclose their
conpensation for reviewing clains and provide a |list of cases in
whi ch they have served as experts. W disagree. W previously
(continued. . .)
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The Technical Advisor, Dr. Vigilante, reviewed
cl ai mant' s echocardi ogram and concl uded that there was a
reasonabl e nedi cal basis for the attesting physician's finding of
noderate mitral regurgitation. Specifically, Dr. Vigilante
stated that:

There was a turbul ent and high velocity jet
of mtral regurgitation that was very
eccentric and traveling anteriorly into the
left atrium This abnormal jet coincided
with the presence of posterior mtral valve
prol apse. Although the still franme inmages of
| oops 131 and 134 were not representative of
the true severity of mtral regurgitation,
was able to accurately determ ne the RJA on
mul ti ple other I oops in the apical four
chanber view. The LAA was accurately
determ ned on | oops 128 and 129.

pl ani netered multiple regurgitant jet areas
and several left atrial areas. The RIA/LAA
rati o was between 22 and 26% This ratio
qualified for noderate mtral regurgitation

Dr. Vigilante al so found that there was a reasonabl e nedi cal basis
for the attesting physician's finding of an abnormal left atrial
di mrension. As explained by Dr. Vigilante:

Mul tiple | oops were present on this tape and
these were all reviewed. The left atriumwas
dilated in the supero-inferior systolic

di mension. | nade nultiple nmeasurenents of
this structure and determ ned that the left
atriumnmeasured 5.8 cmin the supero-inferior
systolic dinmension. This nmeasurenent
occurred fromthe mtral annulus to the back
of the left atrium This measurenment was
able to be accurately determ ned on | oops 128
and 129 of the study.

10(. .. conti nued)
stated that Rule 26(a)(2) disclosures are not required under the
Audit Rules. See PTO No. 6996 (Feb. 26, 2007).
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Finally, Dr. Vigilante found that claimnt's echocardi ogram
denonstrated mtral valve prol apse.

After reviewing the entire Show Cause Record before us,
we find that clainmnt has established a reasonabl e nedi cal basis
for his claim Caimant's attesting physician, Dr. Totta,
reviewed claimant's echocardi ogram and found that clai mant had
noderate mitral regurgitation and an abnornal left atrial
di mrension. Although the Trust contested the attesting
physi cian's conclusion, Dr. Vigilante confirmed the attesting
physician's findings. Specifically, Dr. Vigilante concluded that
cl ai mant' s echocardi ogram denonstrated "an eccentric jet of
noderate mitral regurgitation into the anterior portion of the
left atrium, an RIA/LAA rati o between 22% and 26%in the apica
four chanber view. Dr. Vigilante further found that claimnt's
"left atriummnmeasured 5.8 cmin the supero-inferior systolic
di mension.” Under these circunstances, claimnt has net his
burden in establishing a reasonabl e nedical basis for his

claim?®?

11. Under the Audit Rules, claimant and the Trust were afforded
the opportunity to respond to the Technical Advisor's Report.
See Audit Rule 34. The Trust submtted a response to the

Techni cal Advisor Report in which the Trust asserted that Dr.

Vi gil ante concl uded that claimnt had mtral valve prol apse and,
therefore, "in the event that these findings are adopted, the
presence of this reduction factor would require paynent of this
mtral valve Claimon Matrix B."

12. Accordingly, we need not address claimnt's remaining
argunents.
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For the foregoing reasons, we conclude that clainmant
has met his burden of denonstrating that there is a reasonabl e
medi cal basis for his claimand is consequently entitled to
Matrix Benefits. As claimant has conceded that he has mtral
val ve prol apse, claimant is entitled to Matrix B-1, Level |
benefits. Therefore, we will reverse the Trust's denial of the

clainms submtted by M. Jones and his spouse for Matrix Benefits.
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AND NOW on this 28th day of August, 2007, for the
reasons set forth in the acconpanying Menorandum it is hereby
ORDERED t hat the final post-audit determ nation of the AHP
Settlenment Trust is REVERSED and that clainmnts Paul Jones, and
hi s spouse, Rosemary Jones, are entitled to Matrix B, Level II
benefits. The Trust shall pay such benefits in accordance with
the Settlenent Agreenent and Pretrial Order No. 2805 and shall
rei nburse claimant for any Technical Advisor costs incurred in
t he Show Cause process.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



